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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election with traverse of the species election of cefamandole 
(selected from the positive list 1A) in the reply filed on 12 January 2006 is 
acknowledged. The traversal is on the ground(s) that the four compounds from the 
positive list 1 A all share a common chemical motif, the cefamandole-scaffold, and all act 
of inhibit beta-catenin binding. This is not found persuasive because while each 
compound of 1 A may share a common motif, each has a separate and patentably 
distinct structure and function. 

The requirement is still deemed proper and is therefore made FINAL. 

Status of the Claims 

2. Claims 2-4 are pending and under examination. Claims 5-8 are pending and 
withdrawn from further consideration as being drawn to non-elected inventions. 

Information Disclosure Statement 

3. The information disclosure statement (IDS) submitted on 16 July 2002 has been 
considered by the examiner. See signed and attached PTO-1449. 

Claim Objections 

4. Claims 2-4 are objected to because of the following informalities: the claims 
contain material that is non-elected subject matter. The claims should be amended to 
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remove the non-elected material or alternatively, the claims should be cancelled and 
rewritten to exclude the non-elected subject matter. Appropriate correction is required. 
5. Claims 2-4 are objected to because of the following informalities: The claims are 
replete with grammatical errors such as run-on sentences, no conjunctions used when 
required, sentence fragments and overall sentence construction that suggests a direct 
translation from German to English (e.g. verbs and participles appearing at the end of 
sentences). Appropriate correction is required. 



Specification 

6. The disclosure is objected to because of the following informalities: the content of 
the specification is objected to for improper organization and headings. The following is 
provided as a general guideline: 

Content of Specification 

(a) Title of the Invention : See 37 CFR 1 72(a) and MPEP § 606. The title of 
the invention should be placed at the top of the first page of the 
specification unless the title is provided in an application data sheet. The 
title of the invention should be brief but technically accurate and 
descriptive, preferably from two to seven words may not contain more 
than 500 characters. 

(b) Cross-References to Related Applications : See 37 CFR 1 .78 and MPEP 
§201.11. 

(c) Statement Regarding Federally Sponsored Research and Development : 
See MPEP §310. 

(d) The Names Of The Parties To A Joint Research Agreement : See 37 CFR 
1.71(g). 

(e) Incorporation-Bv-Reference Of Material Submitted On a Compact Disc: 
The specification is required to include an incorporation-by-reference of 
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electronic documents that are to become part of the permanent United 
States Patent and Trademark Office records in the file of a patent 
application. See 37 CFR 1 .52(e) and MPEP § 608.05. Computer 
program listings (37 CFR 1.96(c)), "Sequence Listings" (37 CFR 1.821(c)), 
and tables having more than 50 pages of text were permitted as electronic 
documents on compact discs beginning on September 8, 2000. 

Or alternatively, Reference to a "Microfiche Appendix ": See MPEP § 
608.05(a). "Microfiche Appendices" were accepted by the Office until 
March 1, 2001. 

(f) Background of the Invention : See MPEP § 608.01 (c). The specification 
should set forth the Background of the Invention in two parts: 

(1 ) Field of the Invention : A statement of the field of art to which the 
invention pertains. This statement may include a paraphrasing of 
the applicable U.S. patent classification definitions of the subject 
matter of the claimed invention. This item may also be titled 
'Technical Field." 

(2) Description of the Related Art including information disclosed under 
37 CFR 1 .97 and 37 CFR 1 .98 : A description of the related art 
known to the applicant and including, if applicable, references to 
specific related art and problems involved in the prior art which are 
solved by the applicant's invention. This item may also be titled 
"Background Art." 

(g) Brief Summary of the Invention : See MPEP § 608.01(d). A brief summary 
or general statement of the invention as set forth in 37 CFR 1 .73. The 
summary is separate and distinct from the abstract and is directed toward 
the invention rather than the disclosure as a whole. The summary may 
point out the advantages of the invention or how it solves problems 
previously existent in the prior art (and preferably indicated in the 
Background of the Invention). In chemical cases it should point out in 
general terms the utility of the invention. If possible, the nature and gist of 
the invention or the inventive concept should be set forth. Objects of the 
invention should be treated briefly and only to the extent that they 
contribute to an understanding of the invention. 

(h) Brief Description of the Several Views of the Drawing(s) : See MPEP § 
608.01 (f). A reference to and brief description of the drawing(s) as set 
forth in 37 CFR 1.74. 

(i) Detailed Description of the Invention : See MPEP § 608.01 (g). A 
description of the preferred embodiment(s) of the invention as required in 
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37 CFR 1 .71. The description should be as short and specific as is 
necessary to describe the invention adequately and accurately. Where 
elements or groups of elements, compounds, and processes, which are 
conventional and generally widely known in the field of the invention 
described and their exact nature or type is not necessary for an 
understanding and use of the invention by a person skilled in the art, they 
should not be described in detail. However, where particularly 
complicated subject matter is involved or where the elements, 
compounds, or processes may not be commonly or widely known in the 
field, the specification should refer to another patent or readily available 
publication which adequately describes the subject matter. 

G) Claim or Claims : See 37 CFR 1 .75 and MPEP § 608.01 (m). The claim or 
claims must commence on separate sheet or electronic page (37 CFR 
1 .52(b)(3)). Where a claim sets forth a plurality of elements or steps, each 
element or step of the claim should be separated by a line indentation. 
There may be plural indentations to further segregate subcombinations or 
related steps. See 37 CFR 1 .75 and MPEP § 608.01 (i)-(p). 

(k) Abstract of the Disclosure : See MPEP § 608.01 (f). A brief narrative of the 
disclosure as a whole in a single paragraph of 150 words or less 
commencing on a separate sheet following the claims. In an international 
application which has entered the national stage (37 CFR 1.491(b)), the 
applicant need not submit an abstract commencing on a separate sheet if 
an abstract was published with the international application under PCT 
Article 21 . The abstract that appears on the cover page of the pamphlet 
published by the International Bureau (IB) of the World Intellectual 
Property Organization (WIPO) is the abstract that will be used by the 
USPTO. See MPEP § 1893.03(e). 

(I) Sequence Listing, See 37 CFR 1 .821 -1 .825 and MPEP §§ 2421 -2431 . 

The requirement for a sequence listing applies to all sequences disclosed 
in a given application, whether the sequences are claimed or not. See 
MPEP §2421.02. 



7. The specification is objected to as failing to provide proper antecedent basis for 
the claimed subject matter. See 37 CFR 1.75(d)(1) and MPEP § 608.01 (o). Correction 



of the following is required: the step of modifying the identified compounds by adding 
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acid groups to said compounds, if necessary, as recited in claims 3 and 4 are not 
supported anywhere in the specification. 

8. The disclosure is objected to for overall informal content. 35 U.S.C. 112, first 
paragraph, requires the specification to be written in "full, clear, concise, and exact 
terms." The specification is replete with terms which are not clear, concise and exact. 
The specification should be revised carefully in order to comply with 35 U.S.C. 1 12, first 
paragraph. Examples of some unclear, inexact or verbose terms used in the 
specification are: The aim of this invention is providing new agents for the treatment of 
tumors and aberrant the development of tissues and organs (p. 4, 3 rd paragraph, 1 st 
line); see any of the claims. Appropriate correction is required. 

9. The disclosure is objected to because of the following informalities: The brief 
description of drawings heading on page 12 lacks a proper heading. 

Appropriate correction is required. 

Claim Interpretation 

10. The overall lack of consistent and correct grammatical English imposes the 
burden of claim interpretation upon the Examiner in the best reasonable manner 
possible. As such, and as a suggestion of the standards expected by the United States 
Patent and Trademark Office, the following interpretation is provided to make clear how, 
for instance, claim 2 has been examined, and also as a suggestion for future 
amendments to claim 2. The examiner also suggests drafting claims 3 and 4 in a 
similar manner. 
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Claim 2 (interpretation): A method for detecting substances that prevent the 
selective binding of beta-catenin with a protein or proteins selected from the 
group consisting of LEF-1/TCF transcription factors, APC and conductin/axin; 
said method comprising the following steps; 

a) identifying hydrophobic pockets in the vicinity of essential binding sites 
in the beta-catenin molecule, 

b) fitting substances into said pocket, and 

c) synthesizing said substances and testing for prevention of binding. 



1 1 . The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

12. Claims 2-4 are objected to because of the following informalities: The claims are 
generally narrative and indefinite, failing to conform with current U.S. practice. They 
appear to be a literal translation into English from a foreign document and are replete 
with grammatical and idiomatic errors. Appropriate correction is required. 

1 3. Claim 2 recites the limitation "... .are identified and subsequently therapeutic 
substances" in reference to the substances recited earlier in the claim. There is 
insufficient antecedent basis for this limitation in the claim because in the first instance 
of the recitation of 'substances' in the claim, said substances are not termed as 
therapeutic. 



Claim Rejections - 35 USC §112- 2 nd 



Paragraph 
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14. The term "vicinity" in claims 2 and 4 is a relative term which renders the claim 
indefinite. The term "vicinity" is not defined by the claim, the specification does not 
provide a standard for ascertaining the requisite degree, and one of ordinary skill in the 
art would not be reasonably apprised of the scope of the invention. When working with 
protein crystal structures, as it appears that these claims are drawn to in-part, a matter 
of angstroms can be "in the vicinity"; likewise, a few angstroms either way can also 
mean that it is nowhere near the vicinity of essential binding sites. 

15. Claims 3 and 4 recites the limitation "B-catenin mutants" in reference to the 
method of identifying inhibitors of B-catenin. There is insufficient antecedent basis for 
this limitation in the claim because B-catenin mutants are neither recited in claim 2 nor 
is the method drawn to the identification of any mutants. 

16. Claims 3 and 4 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. In regard to "mutants of beta-catenin", it is unclear 
whether the mutants are identified in the method of claim 2, or alternatively, if the 
"mutants" were pre-determined elsewhere, or through analysis of the crystal structure. 

17. Claim 4 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. The amino acids identified which mark the essential binding 
site is indefinite because it is unclear whether the beta-catenin is from any particular 
source or species, such as that from murine or rather from human etc. The sequences 
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from various species are not 100% identical and thus it is unclear and indefinite to claim 
specific amino acids which has no reference sequence or source. 

Claim Rejections - 35 USC § 102 

18. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(d) the invention was first patented or caused to be patented, or was the subject of an inventor's 
certificate, by the applicant or his legal representatives or assigns in a foreign country prior to the date 
of the application for patent in this country on an application for patent or inventor's certificate filed 
more than twelve months before the filing of the application in the United States. 

19. Claims 2 and 3 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Birchmeier et al. (DE 19909251 A1 - cited on the IDS) as evidenced by Huber et al. 
(Cell, 1997, 90:871-882). Birchmeier et al. teach identifying regions which interact with 
beta-catenin and LEF-1/TCF4, APC, conductin and E-cadherin by first performing site- 
directed mutagensis in beta-catenin, which subsequently partly identifies the critical 
binding areas between beta-catenin and conductin (see p. 3, lines 29-38 and Table 2, p. 
8). It was found that the critical binding areas of beta-catenin and LEF-1/TCF4, APC, 
conductin and E-cadherin all overlap. Following this characterization, the crystal 
structure of beta-catenin armadillo region, which was solved by Huber et al. in 1997, is 
used by Birchmeier et al. to characterize the interaction domains of beta-catenin and 
LEF-1/TCF4, APC, conductin and E-cadherin (see p. 4, lines 8-34), followed by the 
synthesis of peptides which will inhibit the binding of beta-catenin with conductin, APC 
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and/or LEF-1/TCF4 (see p 3, (b)); the inhibition can be checked, for instance with an 
ELISA assay (see p. 4, section 3.). Thus the claimed limitations within the claims have 
been adequately described. 

20. Claims 2 and 3 are rejected under 35 U.S.C. 102(d) as being barred by 
applicant's German patent (DE 19909251 A1). The teachings of Birchmeier et al. are 
described above. The DE 19909251 A1 patent was published August 26, 1999 which is 
more than 12 months prior to the US filing date of September 7, 2000. 



Conclusion 

21. No claim is allowed. 

22. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Suzanne M. Noakes, Ph.D. whose telephone number is 
571-272-2924. The examiner can normally be reached on Monday to Friday, 7.30am to 
4.00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on 571-272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




SMN 
20 March 2006 




